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THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 136(a). In no event, however, may a reply be timely filed 
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- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 
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I )□ Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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7) D Claim(s) __ is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

I I )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 
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DETAILED ACTION 
Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In reLongU 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

Claims 1 - 4, 25 - 27 and 31 are provisionally rejected under the judicially created 
doctrine of obviousness-type double patenting as being unpatentable over claims 1 - 7 of 
copending Application No. 10/023,405. Although the conflicting claims are not identical, they 
are not patentably distinct from each other because the apparatus claimed herein encompasses 
the apparatus claims of application No. 10/023,405. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Claims 41 - 46 of this application conflict with claims 1 - 7 of Application No. 
10/023,405. 37 CFR 1 .78(b) provides that when two or more applications filed by the same 
applicant contain conflicting claims, elimination of such claims from all but one application may 
be required in the absence of good and sufficient reason for their retention during pendency in 
more than one application. Applicant is required to either cancel the conflicting claims from all 
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but one application or maintain a clear line of demarcation between the applications. See MPEP 
§ 822. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1 - 23, 25 - 31 and 41 - 46 are rejected under 35 U.S.C. 1 12, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Regarding claims 41 and 45, it is unclear as to what specifically are the operable features, 
which enable the testing of the biological fluid samples. The applicant is advised that although 
the claims are interpreted in light of the specification, limitations from the specification are not 
read into the claims. See/« re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). 
"The PTO applies to the verbiage of the proposed claims the broadest reasonable meaning of the 
words in their ordinary usage as they would be understood by one of ordinary skill in the art." 
See In re Morris, 127 F.3d 1048, 1054, 44 USPQ2d 1023, 1027 (Fed. Cir. 1997). "During patent 
examination the pending claims must be interpreted as broadly as their terms reasonably allow." 
See In re Zletz, 893 F.2d 319, 321-22, 13 USPQ2d 1320, 1322 (Fed. Cir. 1989). "The PTO 
broadly interprets claims during examination of a patent application since the applicant may 
'amend his claim to obtain protection commensurate with his actual contribution to the 
art.' "(quoting In re Prater, 415 F.2d 1393, 1404-05, 162 USPQ 541, 550 (CCPA 1969)). See//i 
re Yamamoto, 740 F.2d 1569, 1571, 222 USPQ 934, 936 (Fed. Cir. 1984). The Courts have held 
that apparatus claims must be structurally distinguishable from the prior art in terms of structure, 
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not function. See In re Danley, 120 USPQ 528, 531 (CCPA 1959); and Hewlett-Packard Co. V. 
Bausch andLomb, Inc., 15 USPQ2d 1525, 1528 (Fed. Cir. 1990). The Courts have held that the 
manner of operating an apparatus does hot differentiate an apparatus claim from the prior art, if 
the prior art apparatus teaches all of the structural limitations of the claim. See Ex Parte 
Maskam, 2 USPQ2d 1647 (BPAI 1987) (see MPEP § 21 14). Therefore, with regards to the 
specification of the particular features operable to enable the testing of the biological fluid, the 
term "feature" is being broadly and reasonably interpreted in the art for examination purposes as 
being a feature, such as a test well as taught by Merkh et al. 9 which enables the testing of the 
fluid sample. Although the apparatus as taught by the prior art may not be what the applicant 
intends as their claimed invention, the claims still encompass, and therefore do not exclude, the 
teachings of the prior art. 

Furthermore, regarding claims 1 - 23 and 25 - 31, in addition to claims 41 - 46, on page 
9, line 2 of the specification, the applicant's disclosure indicates that the invention requires the 
inclusion of one or more of these features to enable the analysis of the contained sample 
biological fluid. These operable features as shown by the specification, appear to be critical to 
the functioning of the apparatus. The applicant is advised that a feature, which is taught as 
critical in the specification, should be recited in the claims (see MPEP § 2164.08 (c)). The 
structure which goes to make up the device must be clearly and positively specified. The 
structure must be correlated in such a manner as to present a complete operative device. 
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Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims- 25, 26, 28 - 30, 41, 42 and 45 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Merkh et al (U.S. Pat. No. 5,281,540 A). Merkh et al teach an apparatus 
comprising: a chamber (86) for holding a sample; features {e.g., wells 84) operable to enable the 
testing of the sample; a label (94) containing information for the performance of tests; a label 
reader (32); a field illuminator (optical source means 162); an image dissector (optical detector 
means 164); and a positioner {e.g., reader arm 35 or carousel 18) (see col. 8, lines 7 - 37; col 21, 
lines 20 - 63; col. 21, line 20 - col. 30, line 21). The disclosed apparatus further comprises a 
programmable analyzer having a central processing unit for performing various assays (see col. 
33, lines 5 - 42). The applicant is advised that the Courts have held that apparatus claims must be 
structurally distinguishable from the prior art in terms of structure, not function. See In re 
Danley, 120USPQ 528, 531 (CCPA 1959); m& Hewlett-Packard Co. V. Bausch and Lombjnc., 
15 USPQ2d 1525, 1528 (Fed. Cir. 1990). The Courts have held that the manner of operating an 
apparatus does not differentiate an apparatus claim from the prior art, if the prior art apparatus 
teaches all of the structural limitations of the claim. See Ex Parte Masham, 2 USPQ2d 1647 
(BPAI 1987) (see MPEP § 21 14). 
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Conclusion 



The prior art made of record and not relied upon is considered pertinent to applicants 
disclosure. Oberhardt teaches cell analysis methods, which rely on photodetection. Bacus et al 
teach methods and apparatus, which incorporate the use of image analysis in analyzing cell 
samples. Allen et al teach an electronic assay device and method, which incorporate the use of 
an optical detection system. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian J. Sines, Ph.D. whose telephone number is (571) 272- 
1263. The examiner can normally be reached on Monday - Friday (1 1 :30 AM - 8 PM EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill A. Warden can be reached on (571) 272-1267. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




